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DETAILED ACTION 

Applicants' arguments, filed 7/14/08 and 8/21/09, have been fully considered. 
Rejections and/or objections not reiterated from previous office actions are hereby 
withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant 
application. 

Response to Election 

Applicant's election with traverse of the species of 1 (T), as well as species 1 (J) in 
the reply filed on 08/21/09 is acknowledged. The traversal is on the ground(s) that the 
MPEP only requires the election of "a single species" (see MPEP 808.01(a), 803.02, 
and 809.02(a)). This is not found persuasive because MPEP 803.02 states with 
regards to examination after a species election: 

On the other hand, should **>the examiner determine that< the elected species >is 
allowable<, the *>examination< of the Markush-type claim will be extended. If prior art is 
then found that anticipates or renders obvious the Markush-type claim with respect to a 
nonelected species, the Markush-type claim shall be rejected and claims to the 
nonelected species held withdrawn from further consideration. The prior art search, 
however, will not be extended unnecessarily to cover all nonelected species. 

Note, the last sentence suggests the search is not expanded beyond the next 
species rejected. Therefore, out of courtesy to Applicants in this case due to the change 
in Examiners, the current Examiner extended opportunity to Applicants to select the 
next species for examination. 

Claims 1-12 remain withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
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linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on 01/03/07. 

Claims 15-17, 19, 26, 28, 29, 31, 33-37 are withdrawn from further consideration 
pursuant to 37 CFR 1 .142(b), as being drawn to a nonelected species, there being no 
allowable generic or linking claim. 

Claims 13, 14, 18, 20-25, 27, 30, 32 are now examined. 

Claim Objections 
Claim 30 is objected to because of the following informalities: 
Claim 30 recites Z' and Z" may be CH, CX, or N. But the bond in the formula 
between them appears to be a single bond and no option is provided for a double bond, 
even though each disclosed option would require a double bond to fill valency. If the 
error is in the listing of the substituents for Z (i.e. Z is CH2, CX2, or NH), the claim will 
be properly withdrawn in the next action. Appropriate correction is required. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 13, 14, 18, 20-22, 25, 27, 30, 32 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sasaki et al (J. Org. Chem., 1976, 41 (7), 1100-1104) in view 
of Patani et al (Chem. Rev. 1996, 96, 3147-3176). 

Sasaki et al teaches compound 4: 
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which differs from 1(0) in that two oxygen are substituted on the 3,4-dihydropyrimidin- 
2(1H)-one ring rather than an oxygen and an amide, as instantly claimed (pg 1103). The 
compound has biological interest (abstract and pg 1100). 

Patani et al teaches C=0 and C=NH are isosteres and their substitution is 
common in chemical development (pg 3155 section B.I. Divalent Replacements 
Involving Double Bonds). Patani et al further teaches the hetero atom leads to 
tautomerization of these groups. 

It would be obvious to one of ordinary skill in the art, when making the 
compounds of the primary reference to substitute known isosteres, such as disclosed in 
the secondary reference. The resulting compounds would then be expected be a 
tautomer where the -NH-C(=NH)- resonates to NH=C(-NH2)-, as recited in the 
compound 1(0). 

Given that Compound 4 has biological activity and that compounds with 
biological activity are routinely made into pharmaceutical compositions with 
pharmaceutically acceptable carriers, it would be obvious to make a pharmaceutical 
composition of Compound 4 in a pharmaceutically acceptable carrier. 
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Claims 23 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Sasaki et al (J. Org. Chem., 1976, 41 (7), 1 100-1 104) in view of Patani et a! 
(Chem. Rev. 1996, 96, 3147-3176), the combination further in view of Gilbert et al. 
(Antimicrobial Agents and Chemotherapy, 1986, Vol. 30, No. 2, pp. 201-205). 

Sasaki et al and Patani et al do not teach the inclusion of an antiviral. 

Gilbert et al teach nucleoside analogs are used as antiviral agents (page 201). 
Gilbert et al. further teach a specific nucleoside analog, ribavirin, has anti-viral activity 
and is used to treat a broad spectrum of DNA and RNA viruses (page 201 ). Gilbert et al. 
further disclose the clinical use of ribavirin in humans (page 202). 

Gilbert et al does not teach the nucleoside analogs of Sasaki et al. 

Given the teaching that nucleoside analogs have antiviral activity, it would be 
reasonably expected that the compounds made obvious by Sasaki et al and Patani et al 
would have the same functionality. Upon realizing the potential antiviral activity, it would 
be obvious to combine the agent with additional anti-viral agents. This position is 
consistent with well-established precedent holding that it is prima facie obvious to 
combine compositions known to be individually useful together so as to provide a third 
composition for the same use. See, e.g.. In re Kerkhoven . 205 USPQ 1069, 1072 
(CCPA1980). 



Conclusion 

No claims allowed. 

Note, compound 1 (J) appears free of the prior art. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to Benjamin Packard whose telephone number is 571-270- 
3440. The examiner can normally be reached on M-R 8-5 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on 571-272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status Information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 

USPTO Customer Service Representative or access to the automated information 

system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Benjamin Packard/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



